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DETAILED ACTION 

Continued Examination Under 37 CFR 1. 1 14 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on October 
12, 2010 has been entered. 

Claims 25, 26, and 28 are pending, amended, and currently being examined. 

New Rejections 
Claim Rejections - 35 USC § 1 12 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 25, 26, and 28 are rejected under 35 U.S.C. 1 1 2, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. The claims recite "administering a substance" 
to treat a solid tumor, treat a disease pathologically caused by neovascularization, and 
to suppress vascularization, however, the claims never recite to what or where the 
substance is being administered. The metes and bounds of the claim cannot be 
determined. For the sake of compact prosecution, Examiner assumes the substance is 
being administered to a human. 
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The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

3. Claims 25, 26, and 28 are rejected under 35 U.S.C. 1 1 2, first paragraph, as 
failing to comply with the enablement requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to enable one skilled in 
the art to which it pertains, or with which it is most nearly connected, to make and/or use 
the invention. 

The factors to be considered in determining whether undue experimentation is 
required are summarized In re Wands 858 F.2d 731, 8 USPQ2nd 1400 (Fed. Cir, 1988). 
The court in Wands states: "Enablement is not precluded by the necessity for some 
experimentation such as routine screening. However, experimentation needed to 
practice the invention must not be undue experimentation. The key word is 'undue,' not 
'experimentation.' " (Wands, 8 USPQ2d 1404). Clearly, enablement of a claimed 
invention cannot be predicated on the basis of quantity of experimentation required to 
make or use the invention. "Whether undue experimentation is needed is not a single, 
simple factual determination, but rather is a conclusion reached by weighing many 
factual considerations." (Wands, 8 USPQ2d 1404). The factors to be considered in 
determining whether undue experimentation is required include: (1) the quantity of 
experimentation necessary, (2) the amount or direction or guidance presented, (3) the 
presence or absence of working examples, (4) the nature of the invention, (5) the state 
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of the prior art, (6) the relative skill of those in the art, (7) the predictability or 
unpredictability of the art, and (8) the breadth of the claims. 

The claims are drawn to a method for treating a solid tumor comprising 
administering a substance that inhibits human CXCR4 to a human subject expressing 
CXCR4 in need thereof, wherein the substance inhibits binding between the human 
ligand SDF-1 and the human receptor CXCR4, wherein the substance is an anti-human 
CXCR4 antibody or a fragment thereof that binds to human CXCR4 (claim 25), a 
method for treating a disease pathologically caused by neovascularization comprising 
administering a substance that inhibits human CXCR4 to a human subject expressing 
CXCR4 in need thereof, wherein the substance inhibits binding between the human 
ligand SDF-1 and the human receptor CXCR4, wherein the substance is an anti-human 
CXCR4 antibody or a fragment thereof that binds to human CXCR4 (claim 26), a 
method for suppressing vascularization comprising administering a substance that 
inhibits human CXCR4 to a human subject expressing CXCR4 in need thereof, wherein 
the substance inhibits binding between the human ligand SDF-1 and the human 
receptor CXCR4, wherein the substance is an anti-human CXCR4 antibody or a 
fragment thereof that binds to human CXCR4 (claim 28). 

The specification discloses that the structures of the receptor CXCR4 and its 
chemokine SDF-1 are known (p. 3-4; p. 14-16). The specification discloses that CXCR4 
or SDF-1 knock-out mice show defective formation of the large vessel being supplied to 
the gastrointestinal tract (p. 4; p. 46-54). The specification contemplates using 
substances to inhibit CXCR4 or SDF-1 for use in the treatment of diseases involving 
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neovascularization (p. 5; p. 16-17). The specification contemplates antagonists such 
including an anti-SDF-1 antibody or anti-CXCR4 antibody (p. 17-18). The specification 
contemplates that vascularization inhibition will also have an antitumor effect as well as 
therapeutic effects on diseases pathologically caused by neovascularization (p. 38). The 
specification does not disclose any anti-human CXCR4 antibodies or fragments thereof 
that function to inhibit the binding between the human ligand SDF-1 and the human 
receptor CXCR4 and to treat a solid tumor, treat a disease pathologically caused by 
neovascularization, or suppress vascularization as claimed. 

One cannot extrapolate the disclosure of the specification to the enablement of 
the claims because the specification does not provide any guidance or examples for 
making an anti-human CXCR4 antibody that inhibits the binding between the human 
ligand SDF-1 and the human receptor CXCR4 and predictably functions to treat a solid 
tumor, treat a disease pathologically caused by neovascularization, or suppress 
vascularization. The specification fails to disclose a single representative species of 
antibody that functions as claimed. Examiner does not dispute that it is routine to screen 
for antibodies that bind known antigen CXCR4 and to screen for antibodies that inhibit 
binding between known ligand SDF-1 and CXCR4, however, it is undue 
experimentation to screen and produce an antibody that predictably functions to treat a 
solid tumor, treat a disease pathologically caused by neovascularization, or suppress 
vascularization as claimed, and one of skill in the art could not reasonably extrapolate 
simple antibody binding to CXCR4 or SDF-1 ligand binding inhibition to that of treating a 
solid tumor, treating a disease pathologically caused by neovascularization, or 
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suppressing vascularization. Stancovski etal (PNAS, 1991, 88:8691-8695) demonstrate 
the unpredictable extrapolation of in vitro antibody function to in vivo effects. Stancovski 
et al showed that some antibodies binding HER2, a tumor expressed polypeptide, in 
vitro had a function of lysing tumor cells, however, when tested for effects in vivo, the 
effects of the antibodies were highly variable, wherein one antibody actually accelerated 
tumor growth. The differential tumor inhibitory potential of the antibodies did not 
correlate with cell lysis in vitro (Table 1 ; p. 8695, col. 1). Stancovski et al teach that they 
were unable to correlate the binding affinities of the antibodies or their affects on cell 
proliferation in cell culture with their actions on tumors (p. 8694, col. 2 to p. 8694, col. 1). 
Stancovski et al teach cell proliferation of HER2-expressing tumor cells in the presence 
of the monoclonal antibodies in vitro was a limited predictor of the anti-tumor potential of 
each antibody and it is possible there are processes only found in vivo that the 
antibodies interfere with (p. 8695, col. 1 ). Given the teaching of the Stancovski et al and 
the lack of disclosure in the instant specification of a single antibody that functions as 
claimed, one of skill in the art could not predictably or reasonably extrapolate the 
contemplation of producing anti-CXCR4 antibodies or CXCR4 antibodies that inhibit 
SDF-1 binding to that of treating a solid tumor, treating a disease pathologically caused 
by neovascularization, or suppressing vascularization. A high quantity of 
experimentation would be required to determine which antibodies would function as 
claimed. 

Therefore, in view of the state of the art, the quantity of experimentation 
necessary, lack of guidance in the specification, and the absence of working examples, 
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it would require undue experimentation for one skilled in the art to practice the invention 
as claimed. 

Maintained Rejection 
Claim Rejections - 35 USC § 1 12 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 



4. Claims 25, 26, and 28 remain rejected under 35 U.S.C. 1 1 2, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. This is a WRITTEN DESCRIPTION 
rejection. 

The claims are drawn to a method for treating a solid tumor comprising 
administering a substance that inhibits human CXCR4 to a human subject expressing 
CXCR4 in need thereof, wherein the substance inhibits binding between the human 
ligand SDF-1 and the human receptor CXCR4, wherein the substance is an anti-human 
CXCR4 antibody or a fragment thereof that binds to human CXCR4 (claim 25), a 
method for treating a disease pathologically caused by neovascularization comprising 
administering a substance that inhibits human CXCR4 to a human subject expressing 
CXCR4 in need thereof, wherein the substance inhibits binding between the human 
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ligand SDF-1 and the human receptor CXCR4, wherein the substance is an anti-human 
CXCR4 antibody or a fragment thereof that binds to human CXCR4 (claim 26), a 
method for suppressing vascularization comprising administering a substance that 
inhibits human CXCR4 to a human subject expressing CXCR4 in need thereof, wherein 
the substance inhibits binding between the human ligand SDF-1 and the human 
receptor CXCR4, wherein the substance is an anti-human CXCR4 antibody or a 
fragment thereof that binds to human CXCR4 (claim 28). 

The specification discloses that the structures of the receptor CXCR4 and its 
chemokine SDF-1 are known (p. 3-4; p. 14-16). The specification discloses that CXCR4 
or SDF-1 knock-out mice show defective formation of the large vessel being supplied to 
the gastrointestinal tract (p. 4; p. 46-54). The specification contemplates using 
substances to inhibit CXCR4 or SDF-1 for use in the treatment of diseases involving 
neovascularization (p. 5; p. 16-17). The specification contemplates antagonists such 
including an anti-SDF-1 antibody or anti-CXCR4 antibody (p. 17-18). The specification 
contemplates that vascularization inhibition will also have an antitumor effect as well as 
therapeutic effects on diseases pathologically caused by neovascularization (p. 38). The 
specification does not disclose any anti-human CXCR4 antibodies or fragments thereof 
that function to inhibit the binding between the human ligand SDF-1 and the human 
receptor CXCR4 and to treat a solid tumor, treat a disease pathologically caused by 
neovascularization, or suppress vascularization as broadly encompassed in the claims. 

The art (see Volin et al, Biochemical and Biophysical Research Communications, 
January 1998, 242:46-53, IDS; and Doranz et al, J Exp Med, October 1997, 186:1395- 
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1400, IDS) teaches monoclonal antibody 12G5 that binds CXCR4 (see Volin et al, p. 48; 
Figure 5; and see Doranz et al, p. 1397, col. 2, bottom; p. 1398, col. 1), however 
antibody 12G5 that binds CXCR4 does not provide an adequate representative number 
of species to support adequate written description for the broad genus of anti-human 
CXCR4 antibodies that function to inhibit the binding between the human ligand SDF-1 
and the human receptor CXCR4 and treat a solid tumor, treat a disease pathologically 
caused by neovascularization, or suppress vascularization as encompassed by the 
claims. 

To provide adequate written description and evidence of possession of a claimed 
genus, the specification must provide sufficient distinguishing identifying characteristics 
of the genus. The factors to be considered include disclosure of complete or partial 
structure, physical and/or chemical properties, functional characteristics, 
structure/function correlation, methods of making the claimed product, or any 
combination thereof. In this case, the only factor present in the claim is a recitation of 
"treating a solid tumor," "treating a disease pathologically caused by 
neovascularization," or "suppressing vascularization," "anti-human CXCR4 antibody", 
"inhibits the binding between the human ligand SDF-1 and the human receptor CXCR4". 
Accordingly, in the absence of sufficient recitation of distinguishing identifying 
characteristics, the specification does not provide adequate written description of the 
claimed genus. 

Although drawn to DNA arts, the findings in University of California v. Eli Lilly and 
Co., 1 1 9 F.3d 1 559, 43 USPQ2d 1 398 (Fed. Cir. 1 997) and Enzo Biochem, Inc. V. Gen- 
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Probe Inc. are relevant to the instant claims. The Federal Circuit addressed the 

application of the written description requirement to DNA-related inventions in University 

of California v. Eli Lilly and Co .. 119 F.3d 1559, 43 USPQ2d 1398 (Fed. Cir. 1997). The 

court stated that " [a] written description of an invention involving a chemical genus, like 

a description of a chemical species, 'requires a precise definition, such as by structure, 

formula, [or] chemical name', of the claimed subject matter sufficient to distinguish it 

from other materials. " Id. At 1567, 43 USPQ2d at 1405. The court also stated that: 

a generic statement such as "vertebrate insulin cDNA" or "mammalian insulin 
cDNA" without more, is not an adequate written description of the genus because 
it does not distinguish the genus from others, except by function. It does not 
specifically define any of the genes that fall within its definition. It does not define 
any structural features commonly possessed by members of the genus that 
distinguish them from others. One skilled in the art therefore cannot, as one can 
do with a fully described genus, visualize or recognize the identity of the 
members of the genus. A definition by function, as we have previously indicated, 
does not suffice to define the genus because it is only an indication of what the 
gene does, rather than what it is. 

Jd At 1568, 43 USPQ2d at 1406. The court concluded that "naming a type of material 
generally known to exist, in the absence of knowledge as to what that material consists 
of, is not a description of that material." jd. 

Finally, the court addressed the manner by which a genus of cDNAs might be 
described. "A description of a genus of cDNAs may be achieved by means of a 
recitation of a representative number of cDNAs, defined by nucleotide sequence, falling 
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within the scope of the genus or of a recitation of structural features common to the 
members of the genus, which features constitute a substantial portion of the genus." Jd. 

The Federal Circuit has recently clarified that a DNA molecule can be adequately 
described without disclosing its complete structure. See Enzo Biochem, Inc. V. Gen- 
Probe Inc. , 296 F.3d 1316, 63 USPQ2d 1609 (Fed. Cir. 2002). The Enzo court adopted 
the standard that "the written description requirement can be met by showpng] that an 
invention is complete by disclosure of sufficiently detailed, relevant identifying 
characteristics ....i.e., complete or partial structure, other physical and/or chemical 
properties, functional characteristics when coupled with a known or disclosed 
correlation between function and structure, or some combination of such 
characteristics." jd. At 1324, 63 USPQ2d at 1613 (emphasis omitted, bracketed material 
in original). 

The inventions at issue in Lilly and Enzo were DNA constructs per se , the 
holdings of those cases are also applicable to claims such as those at issue here. A 
disclosure that does not adequately describe a product itself logically cannot adequately 
describe a method of using that product. 

Thus, the instant specification may provide an adequate written description of 
anti-human CXCR4 antibodies that function to inhibit the binding between the human 
ligand SDF-1 and the human receptor CXCR4 and treat a solid tumor, treat a disease 
pathologically caused by neovascularization, or suppress vascularization, per Lilly by 
structurally describing representative antibodies that function as claimed or by 
describing "structural features common to the members of the genus, which features 
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constitute a substantial portion of the genus." Alternatively, per Enzo , the specification 
can show that the claimed invention is complete "by disclosure of sufficiently detailed, 
relevant identifying characteristics, functional characteristics when coupled with a 
known or disclosed correlation between function and structure, or some combination of 
such characteristics." 

In this case, the specification does not directly describe anti-human CXCR4 
antibodies that function to inhibit the binding between the human ligand SDF-1 and the 
human receptor CXCR4 and treat a solid tumor, treat a disease pathologically caused 
by neovascularization, or suppress vascularization useful in the claimed invention in a 
manner that satisfies either the LiNy or Enzo standards. Although the specification 
discloses the structures of CXCR4 and SDF-1 are known, this does not provide a 
description of the broadly claimed anti-human CXCR4 antibodies that function to inhibit 
the binding between the human ligand SDF-1 and the human receptor CXCR4 and treat 
a solid tumor, treat a disease pathologically caused by neovascularization, or suppress 
vascularization that would satisfy the standard set out in Enzo because the specification 
provides no structural features coupled to the claimed functional characteristics. 

Further, the specification also fails to describe anti-human CXCR4 antibodies 
that function to inhibit the binding between the human ligand SDF-1 and the human 
receptor CXCR4 and treat a solid tumor, treat a disease pathologically caused by 
neovascularization, or suppress vascularization by the test set out in Lilly because the 
specification describes only the structures of CXCR4 and SDF-1 and no antibodies that 
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function as claimed. Therefore it necessarily fails to describe a representative number of 
such species. 

Thus, the specification does not provide an adequate written description of anti- 
human CXCR4 antibodies that function to inhibit the binding between the human ligand 
SDF-1 and the human receptor CXCR4 and treat a solid tumor, treat a disease 
pathologically caused by neovascularization, or suppress vascularization that is 
required to practice the claimed invention. Since the specification fails to adequately 
describe the product to which the claimed method uses, it also fails to adequately 
describe the method. 



Response to Arguments 

5. Applicants argue that the specification provides written description for anti-human 
CXCR4 antibodies that function (a) to inhibit the binding between the ligand human 
SDF-1 and the receptor human CXCR4 and (b) to treat a solid tumor, to treat a disease 
pathologically caused by neovascularization or suppress vascularization as claimed. 
Applicants argue that the production of antibodies to a known antigen is a rudimentary 
process achievable by a skilled artisan so long as the antigen is fully described. To that 
end, the specification discloses the amino acid and nucleotides sequences of human 
CXCR4 (SEQ ID NO: 1) (page 14, lines 24 to 26). Applicants argue that the 
specification further describes at least: 

i. that both SDF- 1 and CXCR4 are necessary for neovascularization (page 2, line 20 to 
page 4, line 10); 
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ii. the structural of details of CXCR4 (page 2, line 20 to page 4, line 10); 

iii. the role of SDF-1 (page 2, line 20 to page 4, line 1 0); 

iv. anti-CXCR4 antibodies (page 1 8, lines 1 0 to 1 1 ); 

v. how to make such anti-CXCR4 antibodies (page 26, line 25 to page 32, line 36); and 

vi. methods of treating cancer, treating a pathology caused by neovascularization, and 
suppressing vascularization with such antibodies (see page 38, lines 15 to 25). 

Applicants argue that the specification discloses the full sequence and the structure of 
the antigen, as well as antibodies that bind to the antigen and methods of making such 
antibodies. Applicants argue that each element of the claims is disclosed in the 
specification and one of skill in the art would recognize what is claimed in sufficient 
detail to reasonably conclude that the inventors were in possession of the claimed 
invention (see MPEP 2163). 

The arguments have been considered but are not persuasive. Although the 
specification contemplates uses for the anti-CXCR4 antibody and methods of making 
them, the specification fails to disclose a single species of anti-CXCR4 antibody that 
functions to inhibit the binding between the human ligand SDF-1 and the human 
receptor CXCR4 and treat a solid tumor, treat a disease pathologically caused by 
neovascularization, or suppress vascularization as claimed. Although both CXCR4 and 
SDF-1 are known antigens and in vitro screening for antibodies that bind CXCR4 and 
inhibit the binding between the human ligand SDF-1 and the human receptor CXCR4 
can be routine, it is not routine to screen for antibodies that function to treat a solid 
tumor, treat a disease pathologically caused by neovascularization, or suppress 
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vascularization in vivo. Further, the court found in (Rochester v. Searle, 358 F.3d 916, 
Fed Cir., 2004) that screening assays are not sufficient to provide adequate written 
description for an invention because they are merely a wish or plan for obtaining the 
claimed chemical invention. 

6. Applicants point to Forster (J. Immunol. 1 60:1 522-1 531 , 1 998), and argue that it 
discloses evidence of antibodies that bind to CXCR4 and thereby inhibit a downstream 
HIV- 1 infection. As evidenced by Crump (EMBO J. 16: 6996-7007, 1997, attached 
hereto), CXCR4 functions as a corecpetor for HIV- 1 , and HIV- 1 inhibits SDF- 1 from 
binding to CXCR4. Thus it is apparent that the HIV- 1 binding site on CXCR4 shares the 
SDF- 1 binding site. Therefore, inhibiting HIV- 1 binding with an antibody will also inhibit 
the binding of SDF- 1 . The methods of Forster recite routine production of antibodies 
using techniques well known in the art at the time of the present application. Applicants 
argue that Forster demonstrates production of antibodies that inhibit the binding of SDF- 
1 to CXCR4 through the starting point of simply knowing the antigen. Applicants argue 
that the specification in combination with Forster, therefore, demonstrates to one of 
ordinary skill in the art that Applicants were in possession of the claimed invention. 

The arguments have been considered but are not persuasive. Forster et al teach 
an antibody that binds to CXCR4, and using the antibody to detect CXCR4 expression 
on lymphoid cells and to neutralize infection of cells with HIV-1 . Crump et al teach 
determining the three-dimensional structure of SDF-1 and that SDF-1 analogs could 
block HIV-1 entry via CXCR4, which is and HIV-1 coreceptor. Neither of these 
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references demonstrate making an antibody that functions to treat a solid tumor, treat a 
disease pathologically caused by neovascularization, or suppress vascularization. While 
methods of making an antibody that binds a known antigen or that inhibits binding 
between known ligand and receptor may be routine, making and using and antibody 
that functions to treat a solid tumor, treat a disease pathologically caused by 
neovascularization, or suppress vascularization is not and the specification fails to 
disclose a single representative antibody that functions as claimed. 

7. Applicants argue that their previous response pointed to support from similar 
cases supporting the notion that full disclosure of the antigen provides adequate written 
description for an antibody against the antigen. Noelle v. Lederman, 355 F.3d 1343, 
1349 (Fed. Cir. 2003) states that "as long as an applicant has a 'fully characterized 
antigen' by its structure, formula, chemical name, or by depositing the protein in a public 
depository, the applicant can then claim an antibody by its binding affinity to that 
described antigen." Applicants argue that there is a strong presumption that an 
adequate written description of the claimed invention is present in the specification as 
filed. In re Wertheim, 541 F.2d 257, 262, (CCPA 1976). Accordingly, as the specification 
has fully characterized the antigen, as well as the interaction between the ligand and 
receptor, an antibody claimed by its binding affinity is described. 

The arguments have been considered but are not persuasive. Examiner agrees 
that Applicants are in possession of the genus of antibodies that bind fully characterized 
antigen CXCR4 and even the genus of antibodies that can inhibit the binding between 
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the known human ligand SDF-1 and the human receptor CXCR4, however, the 
specification fails to disclose a single species of antibody that functions to treat a solid 
tumor, treat a disease pathologically caused by neovascularization, or suppress 
vascularization. 

8. Applicants argue that the Examiner appears to refute this rule of law with the 
nuanced assertion that antibodies that inhibit the binding of SDF- 1 and treat a tumor, a 
disease pathologically caused by neovascularization, or suppressing vascularization are 
not described. The Examiner alleges that such treatments are not routine. 
Applicants argue that all of the claims are directed to inhibiting SDF-1 from binding to 
CXCR4 by blocking the binding site for SDF-1 with an antibody. As discussed above, 
and as demonstrated by Forster, such antibodies are produced routinely once the full 
antigen is known. The Examiner has raised no objection to the fact that the antigen is 
fully described. The downstream vascularization consequences of SDF- 1 binding to 
CXCR4 are described, and as such, inhibiting the vascularization signaling cascades 
turned on by the interaction between SDF- 1 and CXCR4 by preventing SDF- 1 binding 
are consequences of the antibody binding. Further, with regard to In re Alonso, the 
Examiner refutes Applicants' previous arguments that this decision is inapplicable, as 
Applicants have not produced one species of antibody. Applicants argue that production 
of an antibody is not required for evidence of adequate written description. As found in 
Noelle, description of a full antigen is sufficient for describing antibodies directed against 
it. Applicants argue that MPEP 2163.07(a) states that by disclosing in a patent 
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application a device (i. e. antibody) that inherently performs a function or has a property, 
operates according to a theory or has an advantage (i. e. blocking the interaction 
between SDF-1 and CXCR4), a patent application necessarily discloses that function, 
theory or advantage, even though it says nothing explicit concerning it. Accordingly, by 
disclosing the interaction between SDF- 1 and CXCR4 and antibodies to those proteins, 
the inherent function of blocking the interaction with an antibody is described. 

The arguments have been considered but are not persuasive. Examiner agrees 
that Applicants are in possession of the genus of antibodies that bind fully characterized 
antigen CXCR4 and even the genus of antibodies that can inhibit the binding between 
the known human ligand SDF-1 and the human receptor CXCR4, however, the 
specification fails to disclose a single species of antibody that also functions to treat a 
solid tumor, treat a disease pathologically caused by neovascularization, or suppress 
vascularization. The specification does not disclose or exemplify a single agent that 
when administered, binds CXCR4, inhibits binding between SDF- 1 and CXCR4, and 
treats a solid tumor, treats a disease pathologically caused by neovascularization, or 
suppresses vascularization. 

9. Applicants argue that Lilly and Enzo concerned issues regarding the DNA 
sequences not being disclosed. Noelle, a later issued decision by the Federal Circuit, 
clearly states that antibodies derived from a fully disclosed antigen are satisfied for 
purposes of written description, thereby nullifying any applicability of Lilly and Enzo, 
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which do not concern antibodies. Similarly, the Examiner's reliance of Rochester v. 
Searle, 358 F.3d 916 (Fed. Cir. 2004), is not applicable to the claimed invention. 
Rochester concerned claiming small chemical compounds to inhibit the activity of a 
prostaglandin H synthase-2 (PGHS-2) when such compounds had not been identified. 
However, antibodies are well known compounds in the art, and can be readily 
produced. It appears as though the Examiner is applying Rochester for the notion that a 
variable domain on an antibody had not been identified. This is very different from a 
completely theoretical compound that could comprise any number of molecules and 
could be of any size. Antibodies, unlike the issues in Rochester, are well described, 
characterized and understood in the art. Unlike Rochester, one skilled in the art can 
immediately recognize how to make and produce the claimed invention based on the 
specification. 

The arguments have been considered but are not found persuasive. The 
concepts of decisions in Lilly and Enzo are relevant. A stated previously: The 
specification does not disclose even one representative species of antibody that 
functions as claimed. The specification and claims do not define the structural features 
commonly possessed by members of the antibody genus that can distinguish it from 
others. There is no recitation or disclosure of structural features common to the 
members of the antibody genus or which features constitute a substantial portion of the 
genus. The specification and claims do not identify which structural features are 
conserved among the claimed antibodies that function to inhibit the binding between the 
human ligand SDF-1 and the human receptor CXCR4 and treat a solid tumor, treat a 
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disease pathologically caused by neovascularization, or suppress vascularization or 
which structures constitute a substantial portion of the genus in order for one to 
visualize or recognize the identity of the members of the genus, hence the written 
description for the genus of antibodies in the claimed methods do not meet the 
standards of Lilly . There are no specific structures, identifying characteristics, partial or 
complete structures, or known or disclosed structures coupled to the functional 
characteristic for the broad genus of antibodies that function to inhibit the binding 
between the human ligand SDF-1 and the human receptor CXCR4 and treat a solid 
tumor, treat a disease pathologically caused by neovascularization, or suppress 
vascularization as recited in the claims, hence the specification does not provide 
adequate written description according to the standards of Enzo . Applicants were not in 
possession of the genus of antibodies at the time of filing. 

The concept of the decision found in Rochester v. Searl is relevant to the instant 
claims. The court found that screening assays are not sufficient to provide adequate 
written description for an invention because they are merely a wish or plan for obtaining 
the claimed chemical invention. Although general antibody structures are known, the 
required antibody structure, required variable domains, or required amino acid 
sequences to make an antibody that functions to treat a solid tumor, treat a disease 
pathologically caused by neovascularization, or suppress vascularization are never 
disclosed. Screening for antibodies that function to inhibit the binding between the 
human ligand SDF-1 and the human receptor CXCR4 and treat a solid tumor, treat a 
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disease pathologically caused by neovascularization, or suppress vascularization, is not 
routine and is a wish or plan for obtaining the claimed invention. 

10. Conclusion: No claim is allowed. 

1 1 . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LAURA B. GODDARD whose telephone number is 
(571)272-8788. The examiner can normally be reached on 7:00am-3:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Misook Yu can be reached on 571-272-0839. The fax phone number for the 
organization where this application or proceeding is assigned is 571 -273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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